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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

g WASHINGTON, D.C. 20460
OFFICE OF CHEMICAL SAFETY AND POLLUTION PREVENTION

r- OFFICE OF PESTICIDE PROGRAMS REGISTRATION DIVISION (7505P)

DP BARCODE No.: D451289: FILE SYMBOL/REG. No.: 91960-1; PRODUCT NAME: Bifenthrin
Technical; DECISION No.: 548608: PC Code(s): 128825; ACTION CODE: R351x2; FOOD Use: Yes

DOCUMENT CONTAINS CONFIDENTIAL BUSINESS INFORMATION

DATE: November 21, 2019

SUBJECT: Product Chemistry Review of “Bifenthrin Techmcal" W

FROM: Dehui Duan, Chemist g/ ) /
Product Chemistry Team .37 ‘ 1 \. ¥

Chemistry, Inerts & Toxicology Assessme Branch (CITAB)/RD (7505P)

TO: Vanessa Emerson / Catherine Aubee, RM 03
IVB1i/RD (7505P)

REGISTRANT: GENSOURCE INC.

MRID Number(s). 50779701-50779704

INTRODUCTION:
The registrant is seeking te add two new sources of Bifenthrin Technical. The registrant has submitted
two proposed alternate CSFs #2 and #4, both dated 02/09/2018, Group A and Group B chemistry data

with MRID Nos. 50779701-50779704. Per Agency's advice, the registrant submitted a revised alternate
CSF #4 dated 02/05/2019 to change the certified limits of impurities.

The approved basic CSF dated 02/03/2016 - Nominal concentration: 98.5% | NG

The proposed Alternate CSF #2 dated 02/09/2018 — Nominal concentration: 98.37%

I, - VIRID#: 50779703 and 50779704,

The prapased Alternate CSF #4 dated 02/09/2019 - Nominal concentration: 98.50% -
- MRID#: 50779701 and 50779702.

CITAB has been asked to determine the acceptability of the product chemistry data and two proposed
alternate CSFs.

SUMMARY OF FINDINGS:

1. Group A guidelines:

830.1550: {product identity & composition}

The active ingredient on the proposed Alternate CSF #2 was adequately described {(MRID 50779703).
The nominal concentration of the active ingredient (88.37%) is the same as the average derived from the
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five-batch preliminary analysis results (98.365 %, from Page 13 of 365 in the Confidential Attachment of
MRID 50779704). It is comparable to that stated on the approved basic CSF (98.37 vs 98.5%).

The active ingredient on the proposed Alternate CSF #4 was adequately described (MRID 50779701).
The nominal concentration of the active ingredient {(98.5%) is the same as the average derived from the
five-batch preliminary analysis results (98.5 %, from Page 355 of 614 in the Confidential Attachment of
MRID 50779702). Itis also the same as that stated on the approved basic CSF.

The information presented meets the data requirements for 40 CFR 158.320.

830.1600: {description of materials used to produce the product)

Safety Data Sheets (SDSs) of all the starting materials, and their specifications and suppliers were
provided respectively in the MRID Nos. 50779701 and 50779703. The information presented meets the
data requirements for 40 CFR 158.325.

830.1620 (description of production_process)

A detailed description of the production process, vessels and equipment, in process control measures,
flow charts and recycling procedure were included respectively in MRID Nos. 50779701 and 50778703.
The information presented meets the data requirements for 40 CFR 158.330.

830.1670 (discussion on the formation of impurities})

Potential impurities listed on the alternate CSF #2 were identified and quantified as part of the five-batch
analysis (MRID 50779704). | imvourities were detected at levels greater than 0.1%. The
formation and identities of the impurities were fuily discussed in MRID 507779703.

Potential impurities listed on the alternate CSF #4 were identified and quantified as part of the five-batch
analysis (MRID 50779702). | impurities were detected at levels greater than 0.1%. The
formation and identities of the impurities were fully discussed in MRID 507779701.

The information presented meets the data requirements for 40 CFR 158.335.

830.1700 {preliminary anaiysis}

The active ingredient and its associated impurities in the five batches represented by the alternate CSF
#14 were characterized and analyzed in similar ways as described above.

The information presented meets the data requirements for 40 CFR 158.345.

830.1750 {cerlified limits}

The proposed upper and lower certified limits for the active ingredient on both proposed alt CSFs (dated
2/9/2019) are within the range of the guideline OCSPP 830. 1750 recommendation. The upper and fower
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cerlified limits of A |. isomer and the upper limits of all impurities were proposed based on the results of
five-batch analysis. The information presented meets the data requirements for 40 CFR 158.350

830.1800 (enforcement analytical method)

The analytical method for quantifying the active ingredient in Bifenthrin Technical was HPLC with external
standard calibration, which was validated for specificity, linearity, accuracy and precision (MRID
50779702 and 50779704).

The methods for quantifying impurities listed on alternate CSF #2 were validated in terms of specificity,
selectivity, linearity, precision, intermediate precision, accuracy, LOQ and LOD (MRID 50779704).

The methods for quantifying impurities listed on alternate CSF #4 were validated in terms of specificity,
selectivity, linearity, system precision, method precision, accuracy and precision (MRID 50779702).

All methods are capable of determining whether an ingredient falls within its certified limits. The
infarmation presented meets the data requirements for 40 CFR 158.355.

2. Group B guidelines {physical-chemical properties):

ot Value or Qualitative CITAB’s p—
Cuid _ ) RID ‘
EF"“'“""‘ Study Title Description Assessment MAID s
0. 3
of Data
830.6303 | Physical State v e S ) 1 50779702
_— ; Compatible with common > s

830.6314 pxidatlon/reducmon oxidizing and reducing agents. A 50779702
830.6315 | Flammability Nct applicable. A Data Matrix
830.6316 | Explodability Nct applicable. A Data Matrix
830.7000 | pH 56 (1% wiv} at 20 °C A 50779702
830.7100 | Viscosity Solid. Not required. A Data Matrix
830.7300 | Density (units) 1.2549 g/mL @ 20 °C A 50779702

Storage stability

Or Product is stable when stored :
830.6317 Accelerated at 54 °C for 14 days. A 6UFTITH2

storage stability -

3 No significant corrosion was
fr?é?gi'ti?i cicsor | Observed on the aluminium,
; ) polyethylene (HDPE) or mild -
o | e e steat with PVF lining discs A Ry P
; i when in contact with Bifenthrin
Phamsiklslics TGAI under the test conditions

A = Acceptance, N = Not Acceptable, G = Data Gap. W = Waiver request, NA = Not applicable, | = [n

progress; U = Upgradeable; | = In progress
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CONCLUSIONS:

The CITAB has reviewed the proposed alternate CSFs #2 and #4 (dated 02/09/2019) and the supporting
Group A and Group B data for Bifenthrin Technical and has concluded that:

1. The product chemistry Group A data submitted for guidelines 830.1550 (product identity and
composition), 830.1600 (description of materials used to produce the product), 830.1620
(description of production process), 830.1670 {discussion of the formation of impurities),
830.1700 (preliminary analysis), 8§30.1750 (certified limits), and 830. 1800 {enforcement analytical
method) are acceptable.

2. No impurities of toxicological concern with nominal concentration greater than 0.1% w/w were
found in the two new formulations.

3. The product chemistry Group B data are acceptable.
4. The proposed alternate CSF #2 (dated 02/09/2019) is acceptable.

5. The proposed alternate CSF #4 {dated 02/09/2019}) is acceptable There is a typo in Box A of
Page 2. It should be changed to formulation #4.
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Active Ingredient

mites. Bifenthnn ts the accepted comumon chenucal name for the acrive mgredient i 2-methyl
f1.1"-uphenyvl]-3-vhmethyl  3-2-chloro-3.5 . 3-mifluore-t-propenyli—2. 2«dunethylcyclopropane
carboxylate, The empirical formula for Bifenthrm 15 CasHnCIF:Os, it 16 also dennfied by CAS
Registry Number 826587-04-3. and EPA Chenucal Code 128825 The strucrueat formula for
Bifenthuin i%:

(D1RFCIS oM
Fs, PR
Nr—" iy COMH "

N L',H:. RN

S /
Cf/ SN H\/T N
H &

CH;
(ZHISICIS-
CH; ="
Cl \_}\C . {’ \
—CH CO,CH I i
/ " CI:Hg - - \ f"\:::;
CF{ L
A =
CH,
BIFENTHRIN
T Ageditiedl Lieartrv of | Svstem Method Assay Assav Valudation
Conponent of KAttt ‘Iff: oy | Respomse | Precsion | Precwion | Ascusacy | Precusion Level
Bifenthrin TGAI [ (Correlanon (%o} ) (®0) (%a) Coww)
Coeflicient)
Astive Ingredient | ANI7042501-4 15000 ¢.1 0.4 100.1 3.3 80-120
Table 6 Five Batelh Analvsis: Active Ingredient Conrent (Analytical Methed
No. AN17042001-1)
Deternuned Viean Deternuned Coeflicient of QC
Biferrtrin TGAL Concentraion Concentration Vananon Recovenes
Baich Nugiber (Ceww) _ Peww) (%) (%)
280 ]
H201706017 286 981 a1 100 0
o2
983
H201 706013 o83 988 03 90 @
= 2040 -
986
H017T018 | 983 98 3 0. 100.1
87
9go
H201786020 N 088 0 1009
988 =
983
H2017086021 98 3 98 5 0.2 1001
Q84

Mean Deteroened Concentraton (5 batches) = 08 5% e w w
Standard Deviation () = 0,28

Mean QC Recoveries= 100 0%, Coeflicient of Vananon = 0 08%
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Confidential Appendix
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